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New regulatory requirements are ramping up identity and labelling requirements for drugs 
and medical devices. The requirements, known separately as serialization and unique device 
identification, apply to drug and medical device products, respectively.  

Serialization requirements instituted by the Drug Supply Chain Security Act are meant to limit 
the possibility of counterfeit drugs entering the market. In May 2015, manufacturers, 
distributors, and wholesalers were required to share lot-level information about the 
transaction history of a drug product at the time of sale, assuring trading partners that the 
products and transactions are legitimate. The FDA has given pharmacies and other dispensers 
until November 2015 to comply with this requirement. 

Beginning in November 2017, the requirements become more specific. Each saleable unit (i.e., 
package) of drug product will need to be labelled with an “identifier”—generally a serialized 
2D bar code—to allow trading partners and regulators to trace a defective drug to its source 
with even greater precision. Requirements for reporting this information electronically are 
slated to take effect in 2023. 

FDA’s Unique Device Identification (UDI) rule requires medical devices to bear unique 
information to ensure the right device is used when treating patients. The intent of the rule is 
to reduce medical errors by allowing doctors and hospitals to verify the identity of a device 
and access up-to-date information regarding the device, such as whether it contains latex or 
is managed by an expiration date. UDI attribute data will also be made publicly available to 
providers through the FDA’s Global Unique Device Identification Database. 

As with serialization, the implementation of UDI is only just beginning in earnest. While Class 
III, implantable, and life-sustaining devices such as pacemakers are already labelled with a 
UDI, significantly more devices—all Class II medical devices— will be labelled starting in 
September 2016. Also starting in 2016, reusable Class III devices like surgical cardiac ablation 
devices will need to bear identifying information on the device itself—not just on its packaging. 
Finally, all devices must bear a UDI on their labelling by September 2018.  

Industry implications 

Opportunities for efficiency: Beyond making the supply chain safer, drug and device 
companies can leverage standardized product IDs to gain greater insights into the use and 
distribution of their products. Inventory management systems can be linked together, with 
product IDs serving as a common link, allowing greater automation and oversight during 
order fulfilment and inventory replenishment. Some companies, especially large device 
manufacturers, will benefit from greater insight into the types of devices sold, the numbers 
that are purchased, and the providers who use them.  

Partner to win: By working together, manufacturers, wholesale distributors, and retailers 
can make their respective operations more efficient by using the identifying data. Device 
manufacturers, for example, can work with insurers and providers to understand which 
procedures their products are used in, determine outcomes, identify new opportunities and 
conditions for use, and track products after regulatory approval. Pharmaceutical companies 
can work with wholesaler distributors to determine when and where to replenish inventory 
and prevent shortages. 

Economic gains: A more secure supply chain will mean fewer sales lost to counterfeit 
products and greater assurances for health providers and consumers. Recalls can be made 
more efficient by targeting only those products known to be impacted, instead of all products 
distributed between certain dates. Stock recoveries and returns can be verified to quickly 
ensure the right products are returned and are in compliance with contract terms. 
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At a glance 

Medical device and 
pharmaceutical manufacturers 
are meeting requirements to 
label each product with an 
individual identifier. 

The requirements are meant to 
make the supply chain more 
secure from counterfeits and 
improve the use of products, 
but can also benefit drug and 
device manufacturers 
financially. 

All medical devices will need to 
comply with the FDA’s UDI 
rule by September 2018. High-
risk (Class III) devices have 
needed to comply since 2014. 

All human prescription drug 
products will need to comply 
with FDA’s unit-level 
serialization requirements by 
the end of 2017.   
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http://www.fda.gov/Drugs/DrugSafety/DrugIntegrityandSupplyChainSecurity/DrugSupplyChainSecurityAct/ucm376829.htm
http://www.fda.gov/downloads/drugs/guidancecomplianceregulatoryinformation/guidances/ucm426126.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM427867.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM453225.pdf
https://www.federalregister.gov/articles/2013/09/24/2013-23059/unique-device-identification-system
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